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N BEEFRMERAITHY, ~ v AE M/ MERBRIE THLE
MR E BT D, 72720, 737U Z % /L A3 DNA IZHEBER
LT RES I THEVI I8, EREFEESN TR,

EFEFEREILLART, in vivo TYY R UT Y bR 5% VT
FH L7, VORI O ER I BT/ 37V 4%z
3.0mg/kg/ B O G, RENER OB IEEFH R L, fHA
FELROLI, 1.0mg/kg/ H CIEAFEIEITRRO DL
Mote, 7B, BREFETICEY, JmW 5 B COREIIET
i C&Ah o7, T Tld, =1mg/kg/ H CTHA B REREE )
FROLINT, BT, IN.PACT SFA 3B PK 7 245 ¢
DRIVE xRN OV Ee G5BT 7,454ng, R E O IR E
1% 91kg, HFH EOEHERAIE BT 0.082mg/kg ThHo7-(=—
TA T DT RTCONRINEX NV NEFIEERICADEEL
7254,

4)

[ER PR R #& ]
INPACT AV [CkBERERFERZ LU TIZTRY

1. IN.PACT AV Access it B

ARVEBRIE, B, A, ERRILFE, sk, BEih, EAL
RERTHY, FHHO B il B AR TEFHIREAVIIZI T,
X 100mm FCOEHIFLE XITAT L MG ES U TR 2
PEPAZERZE DIRIRIZBIT DR M OZE 2 OV W EEAE%E PTA &
R L, WA LT,

AIRBRO FEFHARE H 2 LA TR,
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FEEABMEFTMEE 16 2 A ETOEMREDO—IRBIFHR
FH% 6 A FTOFAN T, BRARIERICESAERHE L AT
FRAH(CD-TLR) 2N 2L, XL 7 7 B RAEBGIC MASED RO B
RN EEEFRT D,

TR AMEMEIEH (30 H ECOREARA EFLOREAER

FHH% 30 BETO AV 77 R ERICED S BERA EHS

(SABE)DFA R EEFR T D,
AIRBRI T2 M O e T B B 2= Uiz, B8RS
PEFEAGE B 1%, F425% 30 HD AV 77 v AR E S T e A E
FRSAE)DRBERTH oI, AV T 7B AREE G T FTH% 30 H
D SAE FEBLERIIASIEDS 4.2%, £EYE PTA S 4.4% CThhoT=, Ak
REIL. FRNCRELEIES M~ — D (1.5 % 8 LT, AL
FEAMTE B %, T 6 02 A OEREO—RBEERTH-T2, T
et 6 0> A OFERIRZE O — R BITF SR IIA S IEAS 82.2%, HEHE PTA
FEDY 59.5% THV(p<0.001), ASFLFEITFEAE PTA BRI UATEHHOMEENL

HaRLIZ,

K4 EEREERCAETMEER

AALHE | BEYE PTA §F :
(N=170) (N=160) 5w Ccl | P
A MR Al 2
6 70 ETOREIIFE
82.2% 22.8%
OB . 59.5.%(88,/148) . w1 | €0.001
U Fmboms | (125/152) [12.8%, 32.8%]
FRIRAYE 26123k 5<
e | 16.4% -22.1%
FRAYITAS AT PR 38.5% (57/148) | - B <0.001
(CD-TLR) (25/152) [-31.9%, —12.3%]
. , 2.0% -1.4%
T 7R A O 4 E @/5n | 3 (5/146) C.1m 0.3%] | 0222
. LR E
hA LN ST
FE L MR GEEME~—0 1.5%)
0HFTOAVTIE oo
A[al I BB T A (7/'16"6) 4% W/158) | o e | 0-002
A EHZ(SAR) e
BERERE  [0.500

1 BEEORRZE O — W BITFER(TLPP)IL, FEHE T H B I HRR A € 3812 B 34T
JRZE AT FFAEAT(CD-TLR)Z2Me< | U7 7B A D AR FE TR Hiv7e

WIEEERL,

2 FEEAVETGE A &K OO RLFSL O p fEE, 0 Z BREIcE-S3<,
FEZEMRFHIE H OISV p HIL, B~ —T % 75687
Farrington-Manning f E1Z35-3<, FEZ2MFMGE B O p EIi%,
Fisher O IEMERe i E R R ENITEESL,

RL5180 HECLEBREEFRLPRAELHRE —

MedDRA 43 iz 3<

P N FEYE PTA RE
RRGHEES (N=170) (N=160)
iﬁ%{&%ﬁﬁfiﬁ%?ﬁ%%ﬁ 41.8% (71/170) | 53.1% (85/160)
EBE RN REE 0.6% (1/170) | 0.0% (0/160)
H i ERHE0E 0.6% (1/170) | 0.0% (0/160)
M MBI E 0.6% (1/170) | 0.0% (0/160)
DREE 7.6% (13/170) | 6.3% (10/160)
AR IRAE R 0.6% (1/170) | 0.0% (0/160)
e LE 0.0% (0/170) | 0.6% (1/160)
Kahksreze 0.0% (0/170) | 0.6% (1/160)
N ] 2.4% (4/170) | 0.6% (1/160)
NI 0.6% (1/170) | 0.6% (1/160)
NG 1.2% (2/170) | 0.0% (0/160)
o MPE AL 0.6% (1/170) | 2.5% (4/160)
BRI 0.6% (1/170) | 1.3% (2/160)
eEEhREAZE 0.6% (1/170) | 0.0% (0/160)
BRI 1.2% (2/170) | 1.3% (2/160)
PR BERE 0.6% (1/170) | 0.0% (0/160)
fEE IR PSR 2E 0.6% (1/170) | 0.0% (0/160)
DEWRITR 0.6% (1/170) | 0.0% (0/160)
REE 1.8% (3/170) | 0.0% (0/160)
Ak 1.2% (2/170) | 0.0% (0/160)
il -4 Hi . 0.6% (1/170) | 0.0% (0/160)
BiaEE 4.1% (7/170) | 3.1% (5/160)
ek 0.6% (1/170) | 0.0% (0/160)
RPN P 0.6% (1/170) | 0.0% (0/160)
T 0.6% (1/170) | 0.0% (0/160)
RS 0.6% (1/170) | 0.0% (0/160)
NS 0.0% (0/170) | 0.6% (1/160)
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PR N FE¥E PTA B = N FEYE PTA RF
EREAEER (N=170) (N=160) EREAERS (N=170) (N=160)
HR)— 0.0% (0/170) | 0.6% (1/160) B, TR USRI O B 49 . .
P 2% (2/170) | 1.3% (2/160) @R O —F 2T 125 /170) | 1.9% (3/160)
15 M i 0.6% (1/170) | 0.0% (0/160) JE R 0.6% (1/170) | 0.0% (0/160)
o 0.6% (1/170) | 0.0% (0/160) L5 I8 A R 0.0% (0/170) | 0.6% (1/160)
SDUERER 0.0% (0/170) | 0.6% (1/160) i 0.0% (0/170) | 0.6% (1/160)
B VE AR H i 0.0% (0/170) | 0.6% (1/160) JEREHR RS 0.0% (0/170) | 0.6% (1/160)
[Hi= 0.6% (1/170) | 0.0% (0/160) I BRERES 2D Il T 0.6% (1/170) | 0.0% (0/160)
—iR- 2HEER OGO , \ HREREE 2.9% (5/170) | 3.8% (6/160)
KR8 L.8% (3/170) | 0.6% (1/160) B R AE 0.0% (0/170) | 0.6% (1/160)
Jia 1.2% (2/170) | 0.6% (1/160) b & 3 1.2% (2/170) | 0.0% (0/160)
T 0.6% (1/170) | 0.0% (0/160) ZARETT AR R 0.0% (0/170) | 0.6% (1/160)
JFILEREE 2.4% (4/170) | 0.0% (0/160) bt fiE 0.6% (1/170) | 0.6% (1/160)
A FE A 0.6% (1/170) | 0.0% (0/160) JHFPENMIE 0.6% (1/170) | 0.0% (0/160)
A E 0.6% (1/170) | 0.0% (0/160) MR ZE 0.6% (1/170) | 0.6% (1/160)
AFREZE 0.6% (1/170) | 0.0% (0/160) K=o —aXF— 0.6% (1/170) | 0.0% (0/160)
PR IR IAS 0.6% (1/170) | 0.0% (0/160) RAFTRIOIRAE 0.0% (0/170) | 0.6% (1/160)
S REE 0.0% (0/170) | 0.6% (1/160) KA 0.0% (0/170) | 0.6% (1/160)
BB AR SO 0.0% (0/170) | 0.6% (1/160) — P I 1 0.6% (1/170) | 0.0% (0/160)
BER O\FAE RE 10.6% (18/170) | 3.8% (6/160) BEE 0.6% (1/170) | 1.3% (2/160)
Rl 0.6% (1/170) | 0.0% (0/160) R E 0.6% (1/170) | 0.0% (0/160)
AR 0.6% (1/170) | 0.0% (0/160) rErk g2k 0.0% (0/170) | 1.3% (2/160)
RE IR 0.6% (1/170) | 0.0% (0/160) BROCREREE 1.2% (2/170) | 1.3% (2/160)
M EL 0.6% (1/170) | 0.6% (1/160) AR R 0.0% (0/170) | 0.6% (1/160)
JaANVT LT 474V KR | 0.0% (0/170) | 0.6% (1/160) EE 0.6% (1/170) | 0.0% (0/160)
NSIEPS 0.6% (1/170) | 0.0% (0/160) B g 0.6% (1/170) | 0.0% (0/160)
B ER A G 0.0% (0/170) | 0.6% (1/160) SR 0.0% (0/170) | 0.6% (1/160)
R 15 8 P L 0.6% (1/170) | 0.0% (0/160) COEN YA e 6.5% (11/170) | 1.9% (3/160)
EIEES 0.6% (1/170) | 0.0% (0/160) SRR AR A 1.2% (2/170) | 0.0% (0/160)
WA e 0.6% (1/170) | 0.0% (0/160) 12 PAZEME i AR 0.6% (1/170) | 0.0% (0/160)
TG R R B 0.6% (1/170) | 0.0% (0/160) 7 VEPE I K] 0.6% (1/170) | 0.0% (0/160)
B R 0.6% (1/170) | 0.0% (0/160) e SEIE 0.6% (1/170) | 0.0% (0/160)
fiti 4.1% (7/170) | 0.6% (1/160) Hg 7k 2.9% (5/170) | 0.0% (0/160)
B RBL 0.6% (1/170) | 0.0% (0/160) AL A 2% 0.0% (0/170) | 0.6% (1/160)
B E 1.8% (3/170) | 1.3% (2/160) it S 0.0% (0/170) | 0.6% (1/160)
WU EE S 27 0.6% (1/170) | 0.0% (0/160) JitiZK 0.0% (0/170) | 0.6% (1/160)
7 RO ERAME R )E 0.6% (1/170) | 0.6% (1/160) TS 0.6% (1/170) | 0.0% (0/160)
B AR 0.6% (1/170) | 0.0% (0/160) IR AR A 0.6% (1/170) | 0.6% (1/160)
DR IR 0.0% (0/170) | 0.6% (1/160) KEE O FHEREE 0.6% (1/170) [ 0.0% (0/160)
EE FHREUESINE 23.5% (40/170) [ 41.9% (67,/160) B PR IR e R 22 0.6% (1/170) | 0.0% (0/160)
AR 0.6% (1/170) | 0.0% (0/160) HERE 0.6% (1/170) | 0.0% (0/160)
B 1.2% (2/170) | 1.9% (3/160) BE DB S 0.6% (1/170) | 0.0% (0/160)
FIEYREEES 1.2% (2/170) | 0.6% (1/160) NE R CANBLE 0.0% (0/170) | 0.6% (1/160)
B AR A DHE 18.8% (32/170) | 35.6% (57/160) B Tk 0.0% (0/170) | 0.6% (1/160)
B SR if 0.0% (0/170) | 0.6% (1/160) nEEE 3.5% (6/170) | 4.4% (7/160)
B SR A 0.6% (1/170) | 1.3% (2/160) N 0.6% (1/170) | 0.0% (0/160)
BNk AP AE 0.6% (1/170) | 0.0% (0/160) RS 0.6% (1/170) | 0.0% (0/160)
FEHT A DHE 0.6% (1/170) | 0.0% (0/160) JEiES 1.2% (2/170) | 1.3% (2/160)
KEEE B 0.0% (0/170) | 0.6% (1/160) R BIIRPAZENEE R 0.6% (1/170) | 0.0% (0/160)
R AT & DHE 0.6% (1/170) | 0.0% (0/160) ERiL e S 0.6% (1/170) | 0.0% (0/160)
i B A i T 0.0% (0/170) | 0.6% (1/160) PR 0.0% (0/170) | 0.6% (1/160)
[EEN 0.0% (0/170) | 0.6% (1/160) KAEPERE I 0.6% (1/170) | 0.0% (0/160)
EZ LNk 0.0% (0/170) | 0.6% (1/160) AF — )VIEMERE 0.0% (0/170) | 1.9% (3/160)
HBES 0.6% (1/170) | 0.0% (0/160) [ 0.0% (0/170) | 0.6% (1/160)
SAEEET 0.6% (1/170) | 0.0% (0/160) HELAEFROBRE 177 153
FHEE T 0.0% (0/170) | 0.6% (1/160) i =t T — VI K F RGO DT BRE T/ Y LR
5L T i f 0.6% (1/170) | 0.0% (0/160) SR O SPHRE OB A 27T, FRA T IR
HRRE 0.0% (0/170) | 0.6% (1/160) PHDOREICLD, RIZHDI—T 4 7SI FR T
hEAR = BN 0.0% (0/170) | 0.6% (1/160) MedDRA % AW CERE BIR 2L AT I ST,
RBROFKERESE 3.5% (6/170) | 4.4% (7/160) BRI TN TN A B K FEE R ARGEIZ T 1 RlOH I
K3 AT 1.8% (3/170) | 0.6% (1/160) hahd, FEhiEEEBEIC LD HE T —4,
15 [ 15 0.6% (1/170) | 0.6% (1/160) KABCIE, FHATR OTF IR 4 BRI D20, D7 Lb i
F VY L UE 0.6% (1/170) | 1.9% (3/160) MR FRED] 7 A /e R L L, Frae vy Xt
F7 P LU 0.0% (0/170) | 0.6% (1/160) TFIAT VNV EA 5B LRSI, % 6 (TR B
L7 e B NE 0.6% (1/170) | 0.6% (1/160) B Lzl MEOFREOME 2R T, RSB MR IED
SeAEpEE 0.6% (1/170) | 0.0% (0/160) BSFIL, T 30 HIRFAL TR 64.2%, PTA #£78 62.3% Tdh -

B R R e UMl S LSRR 5

2.9% (5/170)

0.6% (1/160)

B B 2%

0.6% (1/170)

0.0% (0/160)

i

0.6% (1/170)

0.0% (0/160)

RIS I PR
T AIKAAE

0.6% (1/170)

0.0% (0/160)

LNERS

0.6% (1/170)

0.0% (0/160)

RIRE B sin

0.0% (0/170)

0.6% (1/160)

FHEE A

0.6% (1/170)

0.0% (0/160)
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7o W NOFUM/MFIEDEERIZB N TS, 74n—7 7" 6 /2 H
FETOMBNTITIBREERN A BRI o1,

& 6 FLif/RHR I DR FAR DL

R h FEYE PTA £E
(N=170) (N=160)
IBBERE
WS RB B RO 68.8% (117/170)|61.3% (98/160)




IR LA FEYE PTA B

(N=170) (N=160)
TAEY 53.5% (91/170) | 53.8% (86/160)
Jut’R7LL 15.3% (26/170) | 15.6% (25/160)
TIAT VL)L 1.2% (2/170) | 1.3% (2/160)
Frur v 1.8% (3/170) | 0.0% (0/160)
Z DAt 11.8% (20/170) | 6.3% (10/160)
T HIGE R BUIL NOR R

(TR AaeRT LV /T
av oy TIART VIV /E D)

14.1% (24/170)

14.4% (23/160)

30 HH

WI)RB P IO 64.2% (102/159)] 62.3% (96/154)
TAEY 50.9% (81/159) | 54.5% (84/154)
Jae’ k7L v 15.1% (24/159) | 15.6% (24/154)
TSATLIL 1.3% (2/159) | 1.3% (2/154)
Foae’y 1.9% (3/159) | 0.0% (0/154)
Z Dt 9.4% (15/159) | 7.8% (12/154)
T HIBE R BUIL NOR

(TR Aae’RI L)V /T
av o/ T IART VIV /E D)

13.8% (22/159)

14.9% (23/154)

3»A

W5 Bl MR 62.0% (98/158) | 58.9% (89/151)
T A 50.6% (80/158) [51.7% (78/151)
7R/ L)L 11.4% (18/158) [ 15.2% (23/151)
TIAT LIV 1.3% (2/158) | 1.3% (2/151)
Frae'yr 1.9% (3/158) | 0.0% (0/151)
ZDfth, 8.2% (13/158) | 6.6% (10/151)
—AIOF B R

(FTAEY ARV /F 2 | 10.8% (17/158) | 14.6% (22/151)
ave oy )T TAT L)V F D)
6 2 H

WIR5 P IO 66.0% (95/144) | 59.9% (85/142)
T ALY 52.8% (76/144) | 50.7% (72/142)
Jae’R/Lv 15.3% (22/144) | 15.5% (22/142)
TIAT LIV 1.4% (2/144) | 0.7% (1/142)
Fraryr 2.1% (3/144) | 0.0% (0/142)
Z Dt 7.6% (11/144) | 7.7% (11/142)
T HIGE R B ORI

VA= 1A N A /4
av oy T IART LIV F D)

11.8% (17/144)

13.4% (19/142)

(REFERUVADUME]

1. REDEY
1) Z|ETHRETLIE,
2) BURBRCEAROBIED A THRE LN E,
2. HEhEM
fii PR 2 4R
RO DIE TSN TODERABRETICER T2,

[ZEB&E]

b NGO Y Sy VRO 7 o R N A DI =5 S A Nl E S SR A AN
A R T HEMD, RSP SICRYRE S EE
FHARISF L CRWALD BN 7225E 8 OS2 2 R Al SRR 35728
I BRI E AT DT,

[REFRFXEERVCHEEEOR AN EEHE]
HLEIRGEES B ARAN =y 7Rt

N AL ~—HPIR—hEZ— 0120-998-167
RIE¥HE . ARPn=wr SRAXaT—4E CRE)

[Medtronic Vascular, Inc.]
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RT \N—2av 74TV AF¥—b
BIEEICBITE L — 5

JEH 2N — 8% (mm)

kPa atm 4.0 5.0 6.0 7.0

608 3.98 1.92 5.84 6.98

709 7 1.05 5.02 5.94 7.09
| HESRAAR 811 8 4.12 5.11 6.02 7.18

912 9 1.18 5.19 6.09 7.27
BARIERE 1,013 10 4.24 5.26 6.15 7.35
* in vitro R T — XIS BEE
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